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DETAILED ACTION 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 148 
USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

Claims 1-14 and 16 are rejected under 35 U.S.C. 103(a) as being unpatentable 

over Tachibana (US 2005/0029277) in view of Hirschman et al. (US Patent No. 

4,854,324). Tachibana discloses the device substantially as claimed including a 

chemical liquid injection system (Figs. 1-10) including: a liquid syringe (Figs. 2b and 3, 

syringe is 2) having a piston member (Fig. 2b, 2p) being inserted slidably into a cylinder 

member filled with a liquid, and a chemical liquid injector (50) having a liquid Injection 

mechanism (52) for relatively moving the cylinder member and the piston member of the 

liquid syringe exchangeably mounted on the chemical liquid injector to inject the liquid 

into a patient, said liquid injections mechanism contains a detector for detecting a 
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pressure applied to the piston member (paragraphs [0071] and [0045] disclose an 
occlusion detection circuit which detects an increase in pusher force (force applied to 
the piston)); wherein said liquid syringe further comprises an RFID chip (3) having 
various types of data including identification data for said liquid syringe recorded 
thereon (paragraph [0048] discloses that multiple types of data regarding the liquid in 
the syringe is recorded on the tag including safety data such as the upper and lower 
limits of flow rate for the drug (paragraph [0007] and [0059]), the RFID chip being 
mounted on said liquid syringe (Figs. 2b and 3), and said chemical liquid injector further 
comprises: an RFID reader (Fig. 3, 101) for obtaining the various types of data recorded 
on the RFID chip; and operation control means for performing a predetermined 
operation in accordance with at least some of the various types of obtained data 
(paragraphs [0056]-[0058]), and wherein said operation control means comprises data 
storing means for storing predetermined check conditions including identification data of 
usable liquid syringe (Fig. 3, 102; paragraph [0055] discloses that information is read 
from the tag on the syringe and then this information is stored in 102 such that it can be 
recalled and compared), data collating means for collating the stored check conditions 
with the various types of data obtained from said RFID chip (paragraphs [0056] and 
[0057] disclose that the data is compared by some sort of comparator in order to 
determine whether an alarm needs to be triggered), data accumulating means for 
storing the identification data (102; paragraph [0056] discloses that the data is stored so 
that it can be compared to a set value, which also must be stored in order for it to be 
compared), and alarm outputting means for outputting a check alarm if the identification 
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data obtained from said RFID cliip is not included in the check conditions as a result of 
the collation (paragraphs [0056] and [0057] disclose that if the data is determined to be 
out of range, the buzzer alarm is triggered). In reference to claims 2-9 and 12-14 see 
Figs. 1-10 and paragraphs [0048] and [0056]-[0058]. Tachibana, however, does not 
disclose that the RFID includes the value of pressure resistance of the liquid in the 
syringe or that the operation control means is configured to control the liquid injection 
mechanism such that the detected pressure does not exceed the value of pressure 
resistance. Hirschman, however, discloses a liquid injection system in which the control 
means is informed of a value of pressure resistance of the liquid in the syringe and is 
programmed to not inject the liquid above this pressure (col. 6, lines 1-16). Hirschman 
further discloses that the device allows the user to create a in the computer noting the 
injection parameters for different injections (col. 10, lines 26-44). Therefore it would 
have been obvious to one of ordinary skill in the art at the time of the invention to have 
modified Tachibana's device such that a piece of data included in the RFID on the 
syringe is the injection pressure limits of the liquid, as Hirschman discloses that these 
limits are known to be included as tags in control systems, and Tachibana further 
discloses that the RFID tag can include other such operating data such as the upper 
and lower limits of the flow rate for the specific liquid in the syringe (paragraphs [007] 
and [0059]), as the inclusion of this data on the RFID would allow the injection system to 
operate more safely and prevent the liquid from being injected into the patient and 
unsafe high pressures. Furthermore, Tachibana discloses an occlusion detection 
system which monitors the pressure applied to the piston in order to detect an occlusion 



Application/Control Number: 10/598,536 Page 5 

Art Unit: 3767 

during injection. This monitoring of pressure could thus be applied to the monitoring of 
pressure of the fluid in the syringe and monitoring to make sure that the injection stays 
within specified safety parameters. 

Claims 15 and 17 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Tachibana (US 2005/0029277) in view of Hirschman et al. (US Patent No. 
4,854,324) and further in view of Wilson et al. (US Patent No. 5,573,515). Tachibana in 
view of Hirschman discloses the device substantially as claimed except for a liquid 
warmer in associated with the injector. Wilson, however, discloses a similar chemical 
liquid injection system (Fig. 1 , for example) as well as a heater to heat the liquid in the 
syringe (col. 8, lines 17-27). Therefore it would have been obvious to one of ordinary 
skill in the art at the time of the invention to have modified Tachibana in view of 
Hirschman with the liquid heater to heat the contents of the syringe, as taught by 
Wilson, in order to provide a device that will administer liquids to patients that are close 
to body temperature to ensure that the patient is more comfortable. 



Claims 18-31 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Tachibana (US 2005/0029277) in view of Hirschman et al. (US Patent No. 4,854,324) 
and further in view of Hickle et al. (US 2003/0074223). Tachibana discloses the device 
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substantially as claimed including: a chemical liquid injection system (Figs. 1-10) 
including: a liquid syringe (Figs. 2b and 3, syringe is 2) having a piston member (Fig. 2b, 
2p) being inserted slidably into a cylinder member filled with a liquid, and a chemical 
liquid injector (50) having a liquid injection mechanism (52) for relatively moving the 
cylinder member and the piston member of the liquid syringe exchangeably mounted on 
the chemical liquid injector to inject the liquid into a patient; wherein said liquid syringe 
further comprises an RFID chip (3) having various types of data including identification 
data for said liquid syringe recorded thereon (paragraph [0048] discloses that multiple 
types of data regarding the liquid in the syringe is recorded on the tag), the RFID chip 
being mounted on said liquid syringe (Figs. 2b and 3), and said chemical liquid injector 
further comprises: an RFID reader (Fig. 3, 1 01 ) for obtaining the various types of data 
recorded on the RFID chip; and operation control means for performing a 
predetermined operation in accordance with at least some of the various types of 
obtained data (paragraphs [0056]-[0058]), and wherein said operation control means 
comprises data storing means for storing predetermined check conditions including 
identification data of usable liquid syringe (Fig. 3, 102; paragraph [0055] discloses that 
information is read from the tag on the syringe and then this information is stored in 102 
such that it can be recalled and compared), data collating means for collating the stored 
checl< conditions with the various types of data obtained from said RFID chip 
(paragraphs [0056] and [0057] disclose that the data is compared by some sort of 
comparator in order to determine whether an alarm needs to be triggered), data 
accumulating means for storing the identification data (102; paragraph [0056] discloses 
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that the data is stored so that it can be compared to a set value, which also must be 
stored in order for it to be compared), and alarm outputting means for outputting a 
check alarm if the identification data obtained from said RFID chip is not included in the 
check conditions as a result of the collation (paragraphs [0056] and [0057] disclose that 
if the data is determined to be out of range, the buzzer alarm is triggered). 

Tachibana, however, does not disclose that the RFID includes the value of 
pressure resistance of the liquid in the syringe or that the operation control means is 
configured to control the liquid injection mechanism such that the detected pressure 
does not exceed the value of pressure resistance. Hirschman, however, discloses a 
liquid injection system in which the control means is informed of a value of pressure 
resistance of the liquid in the syringe and is programmed to not inject the liquid above 
this pressure (col. 6, lines 1-16). Hirschman further discloses that the device allows the 
user to create a in the computer noting the injection parameters for different injections 
(col. 10, lines 26-44). Therefore it would have been obvious to one of ordinary skill in 
the art at the time of the invention to have modified Tachibana's device such that a 
piece of data included in the RFID on the syringe is the injection pressure limits of the 
liquid, as Hirschman discloses that these limits are known to be included as tags in 
control systems, and Tachibana further discloses that the RFID tag can include other 
such operating data such as the upper and lower limits of the flow rate for the specific 
liquid in the syringe (paragraphs [007] and [0059]), as the inclusion of this data on the 
RFID would allow the injection system to operate more safely and prevent the liquid 
from being injected into the patient and unsafe high pressures. Furthermore, Tachibana 
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discloses an occlusion detection system which monitors the pressure applied to the 
piston in order to detect an occlusion during injection. This monitoring of pressure could 
thus be applied to the monitoring of pressure of the fluid in the syringe and monitoring to 
make sure that the injection stays within specified safety parameters. 

Tachibana in view of Hirschman, however, does not disclose that the data 
included in the RFID chip includes the expiration date of the liquid in the syringe, or that 
the predetermined check conditions include the current date and time. Hickle, however, 
discloses a similar device which delivers medication and the medication container (a 
vial) includes an RFID chip on it (paragraph [0046]) which includes data about the fluid 
filled container such as the expiration date (paragraph [0028]). Hickle further discloses 
that the device keeps track of the current date and time so that if the reader reads the 
RFID chip and it says that the drug is expired, the drug will not be delivered and an 
alarm will be triggered (paragraphs [0030] and [0038] and [0039]). Therefore it would 
have been obvious to one of ordinary skill in the art at the time of the invention to have 
modified Tachibana's RFID chip so that the expiration date of the drug is included and 
modified the device of Tachibana so that the current date and time are kept track of, so 
that a safer device is provided and an expired drug is not accidentally administered to 
the patient which in worst case scenarios could kill the patient. In reference to claims 
19-31, see Figs. 1-10 and paragraphs [0048] and [0056]-[0058]. 
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Claim 32 is rejected under 35 U.S.C. 103(a) as being unpatentable over 
Tachibana (US 2005/0029277) in view of Hirschman et al. (US Patent No. 4,854,324) 
and further in view of Hickle et al. (US 2003/0074223) and further in view of Wilson et 
al. (US Patent No. 5,573,515). Tachibana in view of Hirschman and further in view of 
Hickle discloses the device substantially as claimed except for a liquid warmer in 
associated with the injector. Wilson, however, discloses a similar chemical liquid 
injection system (Fig. 1 , for example) as well as a heater to heat the liquid in the syringe 
(col. 8, lines 17-27). Therefore it would have been obvious to one of ordinary skill in the 
art at the time of the invention to have modified Tachibana in view of Hirschman and 
further in view of Hickle with the liquid heater to heat the contents of the syringe, as 
taught by Wilson, in order to provide a device that will administer liquids to patients that 
are close to body temperature to ensure that the patient is more comfortable. 

Response to Arguments 

Applicant's arguments with respect to claims 1-9, 12-32 have been considered 
but are moot in view of the new ground(s) of rejection. 

Conclusion 

Applicant's amendment necessitated the new ground(s) of rejection presented in 
this Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP 
§ 706.07(a). Applicant is reminded of the extension of time policy as set forth in 37 
CFR 1.136(a). 
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A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to LAURA C. SCHELL whose telephone number is 
(571)272-7881 . The examiner can normally be reached on Monday-Friday 9am- 
5:30pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Kevin Sirmons can be reached on (571 ) 272-4965. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/Laura C Schell/ 
Examiner, Art Unit 3767 
/Kevin C. Sirmons/ 

Supervisory Patent Examiner, Art Unit 3767 



